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(57) Abstract: 

PURPOSE: To obtain the title preparation substantially 
improved in stability, in particular, stability to the 
flocculation or precipitation in its redissolution after 
lyophilization by formulating human monoclonal antibody 
with a specified small amount of mannitol. 

CONSTITUTION: D-rnannrtol as stabilizer is introduced 
into a human monoclonal antibody preparation by 



dialysis, pref. after replacement with a buffer solution 
suitable for the preparation through gel filtration 
technique for preparation manufacturing. The D-mannitol 
content of the preparation is pref. 1-20 (esp. 5-15) mg 
per mg of the human monoclonal antibody in the 
preparation. Combination of glycine with the D-mannitol 
will further improve the preparation's stability. The 
amount of the glycine to be used is 0.005-0.2 (pref. 
0.1-0.15) mol per mg of the human monoclonal antibody. 
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